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Virucidal Efficacy of a Disinfectant for Use on Inanimate Environmental Surfaces

PURPOSE

The purpose of this sludy is to evaluale the viuclidal effigacy of a tesl substance for registration of a praduct as-a

virucide. The test procedure Is to simulate the way I which (he produgt Is Intended 1o be Used, This metfiod Is I
compliance wilh the requirements of:and may be sibmilled to, one or more of the following agencles as Indicated by
the Sponson U.S. Environmental prolectlon Agency (EPA), Heallh:Canada and Australlan Therapeulic Godds.

Administration (TGA).
TEST SUBSTANCE CHARACTERIZATION

According to 40 CFR; Pait 160, Subjpart F [160,105] test substance characterlzation as to Identily, slrenglh, purlly,
solubllity'and composition, as applicable, shall bie documented pefore Its use in this study. The stablllly of the test
substancé shall be determined prior lo or concurrently with this stuty. Perlinent Information, which may affect (he-

outcome.of this sludy, shall be communicated In wriling to the Study Director upon satriple submission to AcGuratus

Lab Services. Accuratus Lab Sarvices will append Sponsor-provided Certificates of Analysis {C of A) lathis study
report, If requested and supplled. ‘Gharaclerizalon-and stabliily studles niot performed following GLP regulations

will be noled I the Good Laboralory Practlce- compliance statement.

SCHEDULING AND DISCLAIMER OF WARRANTY

Experlmental start dates are generallyscheduled ona first-comeffirst-serve basis once Accuratus Lab Services recelves

tfie Sponsor approved/coripleled protocal, slgned fee schedule and corgsponding (ést substance(s). Baséd on all

required malerials being received at this ima, (he p roposed experimental start date |s September 24; 2016, Verbal
resulls may be given upan completion of the study with a Wrilten report to fallow on the proposed completlon date of
Oclober 22, 2018, To expedite scheduling, please bé sure all required paperwork and tesl substance documenlalion

{5 completéfaccurate upon arrlval at Accuratus Lab Services.

If a test must be repeated, or a portion of |, be¢ause of fallure by :Accuralus Lab Services lo adhere to specifled
procedurés, It will be repealed free of charge. {f a test must be repeated, -ar a portion of Il, due'to fallure of internal
.contrals, It will be repéated free of charge.. *Melhods Development” fees shall be assesged, however, if the test

“substance and/ar lest system réquire modificalions due to complexity and difficulty of testing.

If the Sponsor requests a repeat test, they will be charged for an additional test.

Neither the name of Accuratus Lab Services nor any of its employees are to be used In advertising or other promotion

without written consent from Accuratus Lab Services.

The Sponsor is responsible for anyrejection of Ihe final report by the regulatory.agéncy of lis submisslon concerning
report format, pagination, ete. To prevent réjection, Sponsor should oarefully review the Accuralus Lab Services -

final reportand nofify Accuraltus Lab Services of any percélved deficlencles In these areas before submission of the
report'to the regulatory agency. Accuralus Lab Services will make. reasonsbile ¢ianges deemed necessary by (he

Sponsor, without alterifig the technical data.

JUSTIFICATION FOR SELECTION OF THE TESY SYSTEM

Regulatory agendies require that a specific virucidal claim for a disinfectant intended for use on hard surfaces be

supported by approprlate scientific dala dainonsiraiing the efficacy of the lest subslance-against (he claimed virus,

Each agency will accept-adequate data generated by any appropilate technlque In support of a vifucidal efficacy

clalm. This'Is accomplished by {reating the target virus With the disinfectant (test substance) under condillons,

which simulate as closély as possible, In the laboratary; the aclual conditions undér whigh the ‘disinfectant Is
desligned to be used. For disinfeciait products intended for use on hard surfaces (dry, Inanimate environmenfal

surfaces), a carrler méthod s used In the ‘generation:df the supporting virologlaal data. The Hap-2 cell line, which
supports the growlh of {he Respiratory syncytial virus, wiil be used I this.study. The experimental design in this

pratocol meets [hese requirements.
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TEST PRINGIPLE '

A {llm of virus, dried on a glass surface, is exposed to the test substance for a specified exposure time. Atthe end
of the exposure time, the virucidal and cytotoxic actlvities are removed from the virus-test substance mixture, and
the mixture Is assayed for viral Infectivity by an accepted assay method. Appropriate virus, test substfance

cytotoxicity, and neutralization controls are run concurrently.

STUDY DESIGN
Driad virus {ilms will be prepared in parallel and used as follows:

The appropriate number of films for each batch of test substance assayed per exposure time requested.
The appropriate number of films for virus control titratlon (titer of virus after drying) per exposure time requested,

The Inoculated carriers are expased to the test substance far the Sponsor specified exposure time. Atthe end of
the specified eXppsure time, resuspended virus-lest substance mixtures will be detoxifled and made non-virucidal
by Immedialely adding the contents to a Sephadex gel fillration column followed by 10:fold serial dilutions In test
medium, Each difutlon is Inoculated Into indicatér cell cullures, “The resuspended vitus confrol fiim and each batch
of test substance alone will be treated In exactly the same manner. Foranalysls of Infeclivity, culldres will be held
for the appropiiate incubation period at the end of which time cullures will be scorad for (e presence of the l€st
virus. Gullures will be monitored at that time for cell viability. Uninfected indicator cell cultures will be carrled In
‘parallel and similarly monitored. For analysis of cylotoxicily, the viablifly of cullures Inoculated with dilutions of each
est and cylotoxigity. control will be determined. In addition to lhe above fitrallons for infectivily and oytotoxicity, the
residual virucidal activity of the test substance afler neulralization will be determined by adding a low titer of stack
virus to each dilution of the test substance (cytotoxicity control dilutions). The resulting mixtures of dilutions are
assayed for Infectivity in order to determine the dilution(s) of test substance at which virucldal activity, if any, is

retained.

VIRUS

The Long strain of Respiratory synoytial virus (RSV) o be yséd for fhis study was abtained from the American Type
Culture Collection, Maiiassas, VA (ATCC VR-26). Slock vitus is prepared by collecting thé-supemalant-culture fluld
from 75-100% Infected culture cells. The cells are disrupted and cell debris removad by centrifugation, Tlie
supemnatant Is removed, allguoted, and the high titer stock virus may be stored at < -70°C unlil the day of use.
Alterate methods of viral propagation may be utilized based on the growth requirements of the virus. The
propagation method will be specified In the raw data and In the repoft. On the day of us the appropriale number
of allquots are removed, (hawed, omblried (if applicable) and malntained at a refrigerated temperature until used
In the assay, Note: If the'Sponsor requests an arganic sail load challenge, feld) bovine serum (FBS) orihae
requésted organic soll will be Incorporated into the stock virus aliquot. The stock virus aliquot will be adjusted to

yield the percent organic sail load requested.

INDICATOR EELL CULTURES
Cullures of Hep-2 (human larynx carcinama) cells were orlginally obtained from the American Type Culture Colleclion,

Manassas, VA (ATCE GCL-23). The cells are propagated by Acouratus Lab Services personnel, The cells are seeded
into multiwell cell culture plates and maintained at 36-38°C in a humidifled atmosphere of 6-7% COz. The confluency
of the calls will be appropriate for the test virus. Hep-2 cells obtalned from an alternate, reputable source may be used.
The source of the cells will be specified in the final report.

All cell culture documentation s retained for the cell cultures used in this assay with respect to source, passaga number,
growth characteristics, seeding densities and the general condition of the cells.
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TEST MEDIUM

The test meditim used for lhis assay 18 Minimum Essenlial Mgdlum'(Mgwgup;@!emamed'.-.vim 0:40% (wiv) heal

inacliated falal bovine serum. The medium may also be suppleménted wilh one or imore of fhe following: 10 pg/mL
gentamicin, 100 unils/mL penicilin, 2.6 pg/ml.amphotericin B, 1.0-2.0 mM L-glitamine, and 0.6— 6.pgimLtrypsin. The

‘composition of the test fmediuim may be allered based on the virus anidfor eells, The camposition of the medium will be

specified In he raw data.and in the report:

PREPARATION OF TEST SUBSTANGE
The-dilution of test substance(s) will he usei as recommended by the Sponsor. The praduct will be pre-equillbrated

{ofhe desired test lemperalure if applicahle,

PREPARATION OF VIRUS FILMS , _
Fllms of virus will be prapared by spreeding 200 pL of virus inocufum uriifarfnly over e bollom ‘of the appropitate
‘number 6f 100 X 15 mm sterlle glass pelr dishes (Without touching the sides of the petr dish). The virus will be alr-

dried at 10C-30°C unll visily dry (220 minutes). A calibrated tiner will be used for iming the drying. The drying

condillons '(ler'nper"a‘tture;ahc_i'hiirijl,c'iitly) will be.appropriate for the test viriis for: the purpose ‘of ‘'obtalning maximum

suriival following drying. The aclual drying condilions, drying lime and «callbrated Yier used ‘will be clearly
documented.

One dried virus film per batch of test substance will be assayed unless otherwise requested.

TEST METHOD

Preparation of Sephadex Gel Filtration Columns ]

To reduce Ihe cyttoxic level of {hie virus-test siibstance mixture prior lo assay .of viris, ahd/ar to'reduce the virucldal
levél of lhe test substance, virus is separated from lhe tes! substance by fillcation through Sephadex gel. The type of
Sephadex used will be ‘spedified in the final report.  On thé «day of tasting, Sephadex columns aje prepared by
‘cenirifuging the prapafed'ﬁ‘abﬁa{d_ég—g’e,l i sterile syrnges for three ininuites to clear the vold volume. The columns are
Aow ready to be used in the assay.

Input Virus Coiitrol
On the day of testing, the stock virus utifized In the assay will be titered by 10-fold serial dilution and assayed for
infectivity to determine the starting titer of the virus. The results of this control are for informational purposes only.

Treatment of Virus Films with the Test Substance ‘

For gach batch of lest substance assayed, lhe appropriale number of dried virus Tilm's are Individually exposedloa 20
mL aliquot-of the use dilution of the tes! substance (liquid products), or to the amount of spray released under use
corniditions (spray prodgls) and held covered for the apealfied exposire {ime(s) and temperalure. Acallbrated Umer
will be used for iming‘the exposure. The aclual lemperature, Will bié recorded. Just prior to the end-of the exposure

time, the platesae. individually scraped Wilh a céll scraper lo resuspend the gorifents and al the. end of lhe exposuie
{ime thie virus-test substance mixlures are [mimediately passed through individual Sephadax. coluiing ulilizing the
syringe plunger In order to datoxify the mixture. Thie fillrate: (101 dilution) Is then titered by serlal diluliori and assayed
for infectivity andlor cytotoxleily. To further ald in.the remaving of the cylotoxic affeals of lhe test substande to the’

Indigator cell cullures, individual dilullans may be passed through additional individual Sephadex columns.

Treatment of Dried Virus Control Film ‘
The appropriate number of virds films are prepared as described previously far gach exposure Ume assayed. Thevirus
control films are run in parallel {o the 1ést virus but a 2.0 mL aliquot of test medium is addad In llau of the lest substance.
The virus conlfol films are held cavered and exposed to the test medium for the same-exposure tinig and &l the same
expostre (émpsralure asihe test films are exposed (o {he lest substance, A calibrated timer will beruséd for timing tHe
‘g¥posure and the actual temperalire will be recorded. Just prior-{o the end of (e exposyre {ime, the virus films:are

jndividually-seraped as _previously desciibed and at the end ofthe exposure time l'ha'mlg(_lurgs."are__Ir_‘nm‘edlate!y passed
{hrough Individual Sephadex columns uillizing tha syringe plunger, The filrate (10" dilutlon) 1s°then tterad by serial
dilution and assayad for Infegtivily: If addillonal SephadeXx columns were used to further reduce the cjtotoxlo effects n

{he test substance assay, Ihe same dilullons of the virus control will be passed {hraugh.additlonal individual Sephadex
columns.
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Cytotoxicity Gontrol

A'2.0 mL aliquot of each batch of test substance (liquld products) or the amount of the test substance recovered
wlieh sprayed onto a sterile petr dish (spray praducts), Is filtered through a Sephadex column.ulllizing thie syringe

plunger andl the flllrate Is djluled sertally in medium and Incoulated inlo cell cullures for assay of cylolo

concurrently with the virus ‘caritrl and tesl siibstance-irealed virus samples. Forspray products, the cytoto

Klcily
Klclly

control will be held covered for the longest requested exposure tinte at the:requested exjiosure temperalure. A
calibrated timer will be used for timing the exposure. If additional Sephadex columns were used to further reduce the
cytotoxic effects in the test substance assay, the same dilutions of the cytotoxicity control will be passed through

addltional Individual Sephadex columns.

Assay of Non-Virucidal Level of Test Substance (Neutrallzation Control)

Each dilution of the neutralized test subslancé (cytotoxiclty canital dilutions) will be challenged with an aliguot of low
titer stock virus to determine the dilution(s) of test substance at which virucldal activity, If any, Is retained. Dlilutions that

show virucldal actlvity will not be considered In determining reduction of the virus by the test substance.

Using the cytotoxicity control dilutions prepared ahove, an additional set of indicator cell cultures will be inoculated
with a 100 pL aliquot of each dilution in quadruplicate. A 100 pL aliquot of low titer stock virus will be Inoculated
Into each cell culture well and the indicatar cell cultures will be incubated along with the test and virus control plates.

Infactivity Assays

The Hep-2 cell line, which exhibits cytopathic effect (CPE) in the presence of Respiratory syncytial virus, will be
used as the indicator cell line in the infectivity assays. Cells in multiwell culture dishes will be Inoculated in
quadruplicate with 100 Lo the dilutlons prepared from test and confrol groups, The input virus control will be

Inoculated in duplicate. Uninfected Indloator cell cultures (cell controls) will b Ingculated with test medium alone.
The cultures are Incubated at 36-38°C In a humidified atmosphere of 5-7% CQz In s\érllé disposable cell culture
labware for approximately ten days. Periodlcally throughout the Incubation time the cultures will be microscopleally
observed for the absence or presence of CPE, cytotoxicity and for viabllity. The observations will be recorded on

the raw data worksheets; only the results from the final observations will be reported.

DATA ANALYSIS

Calculation of Titers

Viral and cytotoxiclty titers will be expressed as -logto of the 50 percent titration endpolnt for infectivity (TCIDso) or

cytotoxiclty (TCDea), respectively, as calculated by the method of Spearman Karber.

- Logof Istdilutioninoculated — [[(Sum,n L% mdm‘::: o d".““?]."] - 0.5] x (logarithm of dllutlon)]

Calculation of Log Reduction )
Drled Virus Control Logio TCIDso - Test Substance Logie TCIDeo = Log Reduction

If multiple dried virus control replicates are performad, the average fiter of the replicates will be calculated and the

average titer will be used to calculate the log taduction in viral titer of the Indlvidual test replicates.
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PROCEDURE FOR IDEN IFICATION OF THE TEST SYSTEM . . )

The-speclalized virucidal lesting ‘saction af Accuratys Lab Services maintalns Slandard Operaling Procédures
(SOPs) relative lo virucldal efficacy testing sludies. Virucldal efficacy testing is parformed In strict adherence fo
these SOFs which have been constructed to cover all aspects:of thé work including, bul nol limited lo, recelpt, log=
in, and tracking of biologlcal reagents Including virus and cell stocks for purposes of {dentification, récelpt-and. use
of chemical eagents Inoluding céll cllure medium companents, efc. These procedures are designed to document
each step of virugidal efficacy testing sludies. Appropriate references to medium, batch number, etc, are

docimenled in the raw data collected during the course of each study.

Additionally; each vitucidal ¢ffiéacy test |s'assigned a unigue Project Number when the Study Director Initiates the
protocol for the study. This number s Lised for [denlificalion of the test culture plates, etc. during the course of the
Tost, Test culture plales are also labeled wilh reference fo the test virus, experimental start date, and test product.

These measures aré designed to dagument the identily of the test system.

METHOD FOR CONTROL OF BIAS: N/A

STUDY AGCEPTANCE CRITERIA
Only the applicable acceplande crilerla and references for the regulatory agency reviewing the data will be included

In the final report.

1.8, EPA, Health Canada, and Australlan TGA Submission ‘ )

A valid test requires 1) that at least 4 logia of infectivily be racovered from the drled virus control film; 2) that when
cyloloxicily Is evident, at leasta 3-log reduction in et Is demonstrated beyond {he cylotoxic level; 3) thal the cell
conlréls bg hegallVe for InfecOvily. Ifany of he praviaus requirements are nol met, the lest may be repeated under
the current protacol number, Note: An eflicaciaus product must demonstrate complete Inactivatlon of the virus at
all dilutions.

If the test substance fails to meet the test acceptance crlteria and the dried virus control fails to mest the control
acceptance orlterla, the study Is considered valld and no repeat testing [s necessary, unless requested by the

Sponsar,

If any portion of the protocol Is executed Incorrectly warraniing repeat testing, the test may be repeated under the
current protocol number,

FINAL REPORT o
The reporl will Include, bul hdt be limited to, identificallon of the sample and date received, dates on which the test
was Inltialed-and completed, |dentification of the Virus sirain used and camposition of the inoculum, deseription of
¢ells, medium and reagents, descriplion of the methods @mployed, labulated resulls, calaulated titers far infectivity
and cylatoxiclly; and a eonclusion as I\ relates to the purpose of tha test. A draft Jepotl may be rec,u"e'gl_e_t_i by the

tified the Study

Sponsor: The final rgpoit will be prepared ance the ‘Sponsor has reviewed the draft report'and no
Diractor to complete the study.

PROTOCOL CHANGES ,
if it becomes. necéssary to make changes in the approved protocol, the revislon and reasons for-¢hange will be

documented; reported to the Sponsor and will become & part of the permanent file for that study. Simllarly, the Sponsor
will be notifled as soon as possible whenever an event ooeUrs that niay have an effect on the validity of the study.

TEST SUBSTANCE RETENTION

Test substance relention shall be the responsibility of the Sponsor. Unused test substance will be discarded
following study completion unless otherwise requested.
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RECORD RETENTION
Study Specific Documents

All of the orlginal raw data developed exclusively far {his study shall be archived at Accuralus Lab Services for a
minimum of five years for GLP studies or a minimum of six mantiis for all other studiss following {he study Gompletion
date. After this time, the Sponsor (or the Sponsor Representative, If applicable) will be contacled to deterimine the
final disposltion. These orlginal data include, but are not limited to, the following:

1. All handwrliten raw data for control and test substances including, but not limited to, notebooks, data
forms and calculations. )

Any protocol amendments/deviation nolifications.

All measured data used In formulating the final report.

Memoranda, specifications, and other study speclfic correspondence relating to interpretation and
evaluation of data, other than those documents contained In the final study report.

Orlglnal signed protocal.

Certified copy of the final study report.

Study-specific SOP deviations made durlng the study.

Noa >N

Facllity Specific Documents

The following records shall also be archlved at Acouratus Lab Services. These documents include, but are not
limlted to, the following:

SOPs which pertain to the study conducted.

Non study-specific SOP deviations made during the course of thls study, which may affect the results
obtalned during this study.

Methods which were used or referenced in the study conducted,

QA reports for each QA Inspection with-comments,

Facilly Records: Temperature Logs- (ambient, Incubator, etc.), Instrument Logs, Callbration and
Malntenance Records.

6. Current curriculum vitae, tralning records, and Job descriptions for all personnel Invaived In the study.

bk D

PROPOSED STATISTICAL METHODS: N/A
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) ) STUDY INFORMATION
(Al btank sections are.verillzd by.the'Sponsor or ‘Spontor Represantalive as linked fo thelr synalure, thiless otherwise noled:)
Test Substance Name ! Lot/Batch Number.
Prolect Mac & Cheese - GLP-Effléaoy Testing, e0042-196 -|- Balch 2250-08
Project Mac & Chagse - GLP-Efficacy Tesling, €0042-196 Balch 2260-09
TestIng at the lower certified limJt (LCL) for the hardest-{o-kilf virus on your label Is required Tor reglstration.
Product Description
[ Quaternary ammonla 1 Peracetic acld Q Sodium hypochlorite
Q lodophor O Peroxide Q-Other
Approximate Test Substance Active Concentration (upon submission to Accuratus Lab Services):
0.912% - i ‘
(This value [s used for neufralization planning only. This Value fs not intended to represent charaoterizatlon values,)
Storage Conditions ' Hazards
¥ Room Temperature a Nohe known: Use Standard Precautions
QO 2-8°C i) Materlal Safety Data Sheet, Attached for each product
0 Other ) s Qa As Follows:
Product Preparation i
Q No dilulion requirad, Useé as Tecelved (RTU)
@ *Dilution(s) to be }eéte_d: 2. Ul G4\ s
.+ LA . definedas _ SFml +__ —40623ml H
‘(example: 1 oz/gallon) (@mount of test sutistance)  (amount of diluent) =

0O Delonized Water (Filter or Autoclave Sterllized)
Q Tap Water (Fliter or Autoclave Sterllized) - All tap water |s softened; the water hardness for the batch of tap

water used will be determined and reported.
AOAC Synthetic Hard Water: 400 PPM

Q Other
*Note: An equivalent dilution may be made unless otherwise requested by the Sponsor.

TestVirus: ___ Resplratory syncytial virus (RSV)

Exposure Time: 5 minutes
Exposure Temperature: & Room temperature {to be based on regulatory agency of submlsslon)
Q Other; °G (please specify range)

Directions for application of aeroscl/spray products:
@ Spray Instructions are not applieable.

Trigger spray appllcation:
Q Spray carriers using 3 sprays, or untll thoroughly wet, at a distance of 6 to 8 Inches.
0O Spray carrlers using sprays at a distance of to Inches/cm. (circle one)

Aerosal spray application;
Q Spray camlers for

seconds, or untll thoroughly wet, at a distance of fo Inches/om.

Organic Soil Load
0 1% fetal bovine serum (minimum level that can be testad)
4 5% fetal bovine serum
Q Other _
Number of Gatters to be Tested

& One (typical for U.S. EPA submission)
O Five (requlred for broad-spectrum virucidal claims for Health Canada submisslon)

@) 112 A0 2SS

I ”
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SPRAY BOTTLES USED IN TESTING {séétion only applicable for spra roducts
To ensure expacled levels of product are dellvered, it is recommended that the Sponsor provide the spray bollles
used In testing. Please indlcate the deslred source of the sprayer botfles used In testing:

O Sprayer(s) and bottle(s) are provided by the Sponsor

0 General purpose spray bottle(s) are to be provided by Accuratus Lab Services

O The spray hozzle(s) are provided by the Sponsor and general purpose bottle(s) will be provided by Accuratus

Lab Services

REGULATORY.AGENCY(S) THAT MAY REVIEW DATA

@ US.EPA ) )

O Health Canada

O  Therapeutlo Goods Administration (Australian TGA)

O  Not applicable - For internal/other use only (Efflcacy result will be based on U.S, EPA requirements)

COMPLIANCE
Study ta be performed under EPA Good Laboratory Practice regulations (40 CFR Part 180) and in accordance to

standard operating procedures.
[ Yes
O No (Non-GLP or Development Study)

PROTOCOL MODIFICATIONS:
O Approved without modification
“Approved with modification o )
aft report will be stbmilted for Sponsor review pra

draft rey
ol Oron— Orec
PROTOCOL ATTACHMENTS
Supplemental Information Fofm Altached - I Yes [0 No

TEST SUBSTANGE SHIPMENT STATUS
(This sacion is for Infonnpational purposés only.)

do St

{o finallza on.—r%q&m

@ Test Substance s already present at Accuralus Lab Services.

O Test Substance has been orwill be shipped to Accuratus Lab Services.
Date of expected recelpt at Acclratus Lab Services:
O Test Substance to be hand-dellvered (must arrive by naon at least one day prlor to testing or other o

arrangements made with the Study director).
TESTING FACILITY MANAGEMENT VERIFICATION OF 40 GER PART 160.SUBPART B (160.31{D)

Identity, strength, purity, and uniformity, as applicable, of the test lots has been or will be completed prior to efficacy
testing: Bl Yes O No* O Not required, Non-GLP testing requested

If yes, testing was or will be performed following 40 GFR Part 160 GLP regulations: H Yes O No*

orial Information fo complete as apblicable:
@ A Cerlilicate of Analysls (C of ‘A) may be provided for each lot of test substance. If provided, the
C of A will be appended to the report.
@ Testing has been or will be conducted under protocol or study #:

REK01080118.CHR. 1

Stabillity testing of the formulation has been or will be completed prior to or concurrent with efflcacy testing:
® Yes O No* O Not required, Non-GLP testing raquested

If yes, testing was or will be petformed following 40 CFR Part 160 GLP regulations; M Yes O No*

Optional Information fo complste as applicable:
O Tesling has been or will be-conducted under protacol o study #:

*If testing Informatlon Is not provided ar is not performed following GLP regulations, this will be indicated in the GLP
compliance statement of the final report.
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PROPRIETARY INFORMATION

THIS DOCUMENT IS THE PROPERTY OF AND CONTAINS PROPRIETARY INFORMATION OF ACCURATUS
LAB SERVICES. NEITHER THIS DOCUMENT, NOR INFORMATION CONTAINED HEREIN IS TO BE
REPRODUCED OR DISCLOSED TO OTHERS, IN WHOLE OR IN PART, NOR USED FOR ANY PURPOSE
OTHER THAN THE PERFORMANCE OF THIS WORK ON BEHALF OF THE SPONSOR, WITHOUT PRIOR
WRITTEN PERMISSION OF ACCURATUS LAB SERVICES.

APPROVAL SIGNATURES

SPONSOR:
NAME: Ms. Kelly Whitehead TITLE: Research Assoclate )
SIGNATURE; , DATE;&éeﬁ QOH,

PHONE;___(201) 476 - 7766 EMAIL:__kelly.whitéhead@rb.com ;

For confidentiality purposes, study Information will be released only fo the sponsor/representative signing the
profocol (above) unless other individuals are specifically authorized in writing fo recelve study Information.

Other individuals authorized to recejve informatlon regarding this study: 0 See Attached

Accuratus Lab Services:

NAME: MNass S M'i(ur‘

% Study Director

SIGNATURE._ /N)b"lg () 0\, //,L-J _ pae (O~ & ”(X

Btudy Direclor
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